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note. 


42 USC 2689 

note. 


42 USC 2689a. 


42 USC 2689b. 


To amend the Community Mental Health Centers Act to revise aDd extend the 
programs under that Act, to amend the Public Health Service Act to revise and 
extend the programs o f assistance for libraries of medicine, the programs of 
the National Heart, Lung, and Blood Institute, and of the National Cancer 
Institute, and the program for National Research Service Awards, to establish 
the President's Commission for the Study of Ethical Problems in Medicine and 
Biomedical and Behavioral Research, and for other purposes. 

Be it enacted by the Senate and, House of Representatives of the 
United States of America in Congress assembled , 

TITLE I — COMMUNITY MENTAL HEALTH CENTERS 

EXTENSION 


Sec. 101. (a) This title may be cited as the “Community Mental 
Health Centers Extension Act of 1978”. 

(b) Whenever in this title (other than in sections 109 and 110(d)) 
an amendment, or repeal is expressed in terms of an amendment to, or 
repeal of, a section or other provision, the reference shall be considered 
t,o be made to a section or other provision of the Community Mental 
Health Centers Act. 

EXTENSIONS OF A DTHO KIZA TI 0 N S 

Sec. 102. (a) Section 202(d) is amended by striking out “and” after 
“1977,”, and inserting before the period a comma and the fol- 
lowing: “$1,500,000 for the fiscal year ending September 30, 1979, and 
$1,000,000 for the fiscal vear ending September 30. 1980”. 

(b) (1) Section 203(0) (1) is amended by striking out “and” after 
“1977,”, and inserting before the period a comma and the fol- 
lowing : “$34,500,000 for the fiscal year ending September 30, 1979, and 
$35,000,000 for the fiscal year ending September 30, 19S0”. 

(2) Section 203(d) (2) is amended (A) by striking out “1978” and 
inserting in lieu thereof “19S0”, and (B) by striking out “two fiscal 
years” and inserting in lieu thereof “four fiscal years”. 

(c) Section 204(c) is amended by striking out “and” after “1977,”, 
and inserting before the period a comma and the following: 
“$20,000,000 for the fiscal year ending September 30, 1979, and 
$3,000,000 for the fiscal year ending September 30, 1980”. 

(d) Section 205(c) is amended by striking out “and” after “1977,” 
and inserting before the period a comma and the following: 
“$30,000,000 for the fiscal year ending September 30, 1979, and 
$25,000,000 for the fiscal year ending September 30, 1980”. 

(e) Section 212(c) is amended by striking out “three” and inserting 
in lieu thereof “five”. 

(f) Section 213 is amended by striking out “and” after “1977.”, 
and inserting after “1978,” the following: “and $25,000,000 for tie 
fiscal year ending September 30, 1979,”. 

(g) Section 231(d) is amended by striking out “and” after “1977,”, 
and inserting before the period a comma and the following: 
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through (h) as paragraphs (1) through (8), respectively, and (10) by 
inserting “(a)” after “301.” and by adding at the end the following: 

“(b)(1) The Secretary shall conduct, and may support through, Grants, 
grants and contracts studies and testing of substances for carcinogen- ' 
icity, teratogenicity, mutagenicity, and other harmful biological 
effects. In carrying out this paragraph, the Secretary shall consult 
with entities of the Federal Government, outside of the Department 
of Health, Education, and Welfare, engaged in comparable activities. 

The Secretary, upon request of such an entity and under appropriate 
arrangements for the payment of expenses, may conduct for such 
entity studies and testing of substances for carcinogenicity, terato- 
genicity, mutagenicity, and other harmful biological effects. 

“(2) (A) The Secretary shall establish a comprehensive program of Low-level 
research into the biological effects of low-level ionizing radiation under ionizing 
which program the Secretary shall conduct such research and may 
support such research by others through grants and contracts. 

“(B) The Secretary snail conduct a comprehensive review of Fed- 
eral programs of research on the biological effects of ionizing radiation. 

“(3) The Secretary shall conduct and may support through grants 
and contracts research and studies on human nutrition, with particular 
emphasis on the role of nutrition in the prevention and treatment of 
disease and on the maintenance and promotion of health, and pro- 
grams for the dissemination of information respecting human nutri- 
tion to health professionals and the public. In carrying out activities 
under this paragraph, the Secretary shall provide for the coordination 
of such of these activities as are performed by the different divisions 
within the Department of Health, Education, and Welfare and shall 
consult with entities of the Federal Government, outside of the Depart- 
ment of Health, Education, and Welfare, engaged in comparable 
activities. The Secretary, upon request of such an entity and under 
appropriate arrangements for the payment of expenses, may conduct 
and support such activities for such entity. 

“(4) 'I he Secretary shall publish an annual report which contains — 

“(A) a list of all substances (i) which either are known to 
be carcinogens or may reasonably be anticipated to be carcinogens 
and (ii) to which a significant number of persons residing in the 
United States are exposed; 

“(B) information concerning the nature of such exposure and 
the estimated number of persons exposed to such substances; 

“(C) a statement identifying (i) each substance contained in 
the list under subparagraph (A) for which no effluent, ambient, 
or exposure standard has been established by a Federal agency, 
and (ii) for each effluent, ambient, or exposure standard estab- 
lished by a Federal agency with respect to a substance contained 
in the list under subparagraph (A), the extent to which, on the 
basis of available medical, scientific, or other data, such standard, 
and the implementation of such standard by the agency, decreases 
the risk to public health from exposure to the substance; and 
“(D) a description of (i) each request received during the year 
involved — - 

“(I) from a Federal agency outside the Department of 
Health, Education, and Welfare for the Secretary, or 
“(II) from an entity within the Department of Health, 
Education, and Welfare to any other entity within the 
Department, 

to conduct research into, or testing for, the carcinogenicity of sub- 


Annual report, 
publication. 
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xmexrtAke. such action "as erpeditircri,. as 
Is leasable", II not, H most publish tma de- 
tenrinaUoD in the- Federal Register together 
■sntb me reasons lor Its determination. 

The House amendment adopts mis pro- 
Tlsfon ©I "Lb© Sdifc-t-e bliL 

ANNUAL EDPOET . 

Th£. Senate MU provides .that the Com- 
r u t ir>r, aball publish sn armusl re per; on 
November first of each year, to, be sub- 
mitted to tie President and appropriate Con- 
gressional committees, which includes me 
President and appropriate Congressional 
committees, which Includes: 

(A) a complete list of all recommenda- 
tions made to" any Federal agency during the 
previous fiscal year; - 

.(E) a description of subsequent admmi- 
Ktrative action taken; and 

(C) a description ol the reasons -by ah 
agency may have failed to take action. 

The House amendment adopts me provi- 
sions of the Senate bill, with minor changes 
and additions. It requires that the report 
be on all me Commission's activities dur- 
lnv me previous fiscal year and not limited 
' in's, discussion of me Commission’s recom- 


Tfce : m. ndmiTit at ut .-i ' -0.- y underlying these programs cr •' ■ c- 

WS&ZOQWtelfZ ^:; r - i’^r 

■y Trritrm ATiQyy OS’ CCJ^ i£XF*S3 O N Lfic llTeXXftfcE.*. . - r£-2- - -CriS-i-i- Dfc. » -C.a 

Senat bill contains a so-called “sun- nutrition and health. Recently euaC-e.. 
set" provision which provides for me tertnl-- health laws reinforce this recap :o:i 
nstior of the C ommi ssion after Jour years. The nutrition research informEDS" it- 
The House amendment adopts a provision service programs of the De partner. t cl 


similar to that In the Senate bUl but with 
8 drEfting - • ,._rt to permit the Commission 
to '-omoiete. its activities, under me auLhor- 
•inations p:vrr.ded li this bill, by December 31, 

1982. ' '. •' ■ 

msemis-ovs fbovxstons 

- initial Appointment of Members 
The House smendment adds a provision 
not in the Senate bill requiring th at t he 
President appoint members of the Conrmis- 
aion within ninety days of me date of enact- 
ment. Since the provision to permi. presen. 
-members of me National Commission for 
the. Protection of Human Subjects of Bio- 
medical and Behavioral Research to serve 
until members of the new- Commission were 
appointed was stricken, it was considered 
important to require the appointment of the 
new Commission as soon as possible. 

Repeal of Existing Statutory Provisions 
The Senate bill specifically repeals section 
211 (f)- of me Public Health Service Act. 
which creates a National Advisory Council for 


to a disc ussi on <— me ummuuus Which creates a national auiuuij 

nendatiens to Federal agendas. The House. ttse protection ol Human Subjects of Bio- - 
. i. eVonnpe t>rP TPnnrt dead- ^ d Doharin-dl PpilPftrrh. Tbe S€D- 


amendment further changes the report dead- 
line to December 15, it being felt mat one 
month may not ‘ allow me Commission 
sufficient time to . prepare a thorough and 
competently done annual report. The re- 
port may Include additional recommenda- 
. lions for adm inistrative or .legislative 
action. - ... 

• AJTMITCTSTrtA 7 ITT PROVISIONS 

Tbe Senstu b*' 1 deludes a number cl pro- 
file ns concerning tbe Commission's au- 
Aiiority to b!:s .-/-iff and consul Unts. bold 
linarinirs, puoiisb reports and disse min ate 
Information, determine tbe order in vrbicb 
studies are underts-cem and enter into con-' 
tracts- 

Tbe House amendment adopts tbe.se pro- 
visions of tbe Senate bill, and adds tbe ad- 
‘ National provision that tbe Commission may 
procure temporary and intermittent serv- 
ices of other appropriate Federal employees. 

. • > co n rmiiNTiA utt . 

" Tbe Senate bUl prohibits tbe Commission 
from disclosing Information pertaining to 
- trade secrets, citing the - exemption from 
disclosure under tbe Freedom of Informa- 
tion Act (Eecticn 552(b)(4) of title V, 
United States Code), and information con- 
cerning “idem ridable personal data*’, unless 
done under conditions vrhich fully protect 
tbe rights of tbe individual. The Senate hill 
also prohibits tbe disclosure of classified 
Information. 

The House amendment adopts the first, 
part of this provision concerning tbe dis- 
closure of trade secrets, but substitutes for 
tbe remainder the prohibition to disclose 
information pertaining to the privacy of 
medical records, citing exemption of section 
552(b)(6) ol title V of tbe United States 
Code. 

Toe language in tbe Senate bill was 
considered to pose some ambiguities of In- 
terpretation, particularly the definition of 
•'identifiable personal data/’ However, it was 
believed that tbe Intent of this provision of 
tbe Senate bill could be • encompassed by 
prohibiting disclosure of data described in 
e appropriate section of tbe Freedom of 
formation Act. It was further believed 
.nat do reference to tbe disclosure of classi- 
fied information was necessary, since by 
definition classified inf or met I cn is pro- 
tected from disclosure 

avtzz ormcATicN or Arrsorrj.oo.vs 
Tbe Senate bill auibcrir.es apprmurirujons 
of * 6.000,000 per y rarAp[iEQ VflM 
beginning v,-1th 1979. . 


medical and Behavioral Research.. Tbe Sen- 
ate bill also repeals sections 221 and 213 of 
tbe National Research Act. 

The House amendment adopts the first 
provision of the Senate bill respecting repeal 
of section 217(f) of the Public Health Serv- 
ice Act, However, the provisions of sections 
211 and 213 of the National Research Act have 
expired. Therefore, these provisions of the 
Senate hill are deleted. 

■ Mr. Speaker, the substitute amend- 
ment being presented to the House for 
consideration today contains three pro- 
visions in addition to Hit. 12347 as re- 
ported by the committee. 

The first of these requires that the 
Department of KEW conduct and sup- 
port research and information progr am s 
in human nutrition. This is an area 
vitally important to human health in 
which research has, in recent years, re- 
ceived inadequate Federal support. 

The second, provision is more, or less a 
technical amendment delaying the date 
by which the Commission on Digestive 
Diseases must submit its report for about 
4 months. 

The third provision directs the Secre- 
tary of HEW to Teview Federal research 
' progr am s concerned with the biological 
effects of ionizing radiation. 

For the purpose of clarifying the legis- 
lative history, 1 shall summarize the 
background effect upon existing law and 
.intent of these amendments. 

During its healings on biomedical re- 
search and other health issues this year, 
the committee has repeatedly beer, in- 
formed about the need lor increased Fed- 
eral support of basic, clinical, and ap- 


Health, Education, and Welfare have 
been recognized by the Congress ir. re- 
cently enacted legislation as an ir.:e*ral 
parted our current inquiries and inter- 
ventions into the entire spectrum of 
-problem^ associated with human heal'd, 
and disease. ■■ 

It is therefore appropriate that _ ar. 
amendment be included in the Public 
Health Service Act to provide more spe- 
cific statutory direction and authori:;- 
for the Secretary of Health, Education. 
and Welfare to assure that these pro- 
grams and activities -continue to.be sup- 
ported and augmented by the Depart- 
ment of HEW, to assure that they are co- 
ordinated among the appropriate entities 
within tbe Department of HEW, and to 
provide guidance to other departments 
and agencies outside of HEW respecting 
their comparable programs ana e.ctivi- 
- ties. This amen dment is intended to re- 
quire the Secretary to strongly support 
these programs and activities and to re- 
new the recognition of the Congress that 
be and the Department of HEW have the 
responsibility to protect and maintain 
the health of all citizens, including the 
responsibility for the nutritional aspects 
related to the prevention, diagnosis, and 
■ treatment of disease. 

The amendment to delay the date for 
■ submission of the report of the Commis- 
sion on Digestive Diseases is simply in- 
tended to proride the Commission with a 
sufficient opportunity to make further 
: refinements in its draft report before it 
. submits its final report to the Congr? r s 
; The Commission was established by title 
<, HI of the Arthritis, Diabetes, and Diges- 
i tive Diseases Amendments of 1976, Pub- 
. lie Law 94-562, and is required by that 
law to -submit to Congress next mor.tr 
i a final report containing a ion? -range 
j plan and recommendations for the 
; and organization of national resource: 
t to effectively deal with digestive diseas 0 ; 

The provision directing the Secretar- 

- of HEW 7 to review Federal research pro 
i grams into the biological effects of ica 
1 fidng radiation was prompted by a r.um 

ber of problems in radiation safer; 
_ which have come to the attention of nr 
e colleague from California, Mr. Esovr 
3 and myself. 

Over the last 9 months the Subccm 

- mittee on Health and the Environmen 
■ t has conducted lengthy oversight hear 
_! ings on the question of the poierb: 
_ health dangers of low-level ionizing ra". 
._ ation. We have found a growing pub 

s concern about the safety of medical t 


plied research relating to nutrition as concern about the safety o. meaica 
well as other programs to disseminate dental radiation, nuclear resear, n 
the results of this research and to assure nuclear powerplanbr 
its practical application. For years pub- In investigating what we know at.- 
lie health laws have authorized nutri- the effects of low-level radiation and ! - ■ 
tior. programs and activities, and entities basis cf that knowledge, the su'r~: .m. 
in the Department o: Health. Education, tee uncovered serious probit .m 
and Welfare, such as the National Insti- eral research programs on the ' 
tulcs cf Health, the Food and Drug Ad- effects of ionizing radiation. Ft., ran 
ministration, the HEW's services agen- are spread through the Federal Oo. n 
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Jth, Education, and Welfare and the 
,-ironmeatai Protection Agency. In 
l .. past there has been little or no titter - 

f- agency coordination of research and no 
l‘ ! overall central direction of where our 
L Nation's radiation research priorities 
n ought to be piaced. Some radiation re- 
> search programs are . of questionable 
t, management — lacking systematic effort 
t to solicit and fund on a competitive basis 
-l' the best research projects, and plagued 
tby inadequate peer review systems- and 
Shaphacard mechanisms to assure public 
t and professional dissemination of .re- 
t, search results. . ' 

j- The substitute House amendment pro- 
£ vines a partial response to these short- 
k comings by directing the Secretary of 
i Health, Education, and Welfare to boi-. 
& star his department's radiation research 
n through a comprehensive program to in- 
£ v estimate the biological effects of ionizing 
? radiation. This provision would move the 
department into a more appropriate po- 
v si Eon as a leader in radiation research. 

V This Ls only fitting given the Depart - 
meat’s statutory mission as guardian oi 
public health and since as mucn as 90 

l pe - cent of the manmade ionizing racta- 

V tion to which we are exposed • results 
(l from medical and dental uses of radia- 

£ tion. ... • 

g But since last winter when' the bill was 
' £ fashioned in subcommittee further anal- 


id-iiuvuuu - 

£ vsis of Federal research Indicates .the 
"'eed for a broader response to the weak- 
■sses of current Federal radiation re- 
■arch efforts. What is required is a sys- 
'• tematic, comprehensive review of each 
significant Federal research program 
| funding or supporting ionizing radiation 

y research. - - - 

S I have worked with the gentleman 
I from Kentucky, Dr. Caster, and the gen- 
R tle man from California, Mr. George 
c Brown, chairman' of the Committee on 
fe Science and Technology, Subcommittee 
p on Environment and the Atmosphere, to 
Lj add this amendment which would direct 
c ■ ^-, s Secretary of Health, Education, and 
h Welfare to undertake such a review. We 
I would expect it to be completed wi th i n 
1 2 years. A final report to Congress is ex- 
? . pected not later than December 31,' 1S80. 

| with an interim report by Octooer 31, 

| 1979 . - - ■•-•••• ■ 

’ fp The committee intends that in con- 
ducting the - comprehensive review of 
Federal research programs the Secre- 
tary shall — - ' • • 

- First, review the history of such pro- 

Second, on the basis of a management 
review, analyze the goals and manage- 
ment- of research conducted tmcer such 
programs and the relationship of such 
research to the goals and mission of the 
Federal agencies conducting ana sup- 
porting such research; 

Third, on the basis of a scientific peer 
review, analyze the conduct and quality 
if such research: 

Fourth, determine whether the pro- 
grams are responsive to the public 
health and safety needs respecting Ion- 
izing ’radiation, including ' the needs of 
Federal agencies in the administration 
of programs und eAppspoveePForR&te 


National Academy of Sciences and ap- sat 
proprie.te Federal agencies, the needs sui 
and direction of furore Federal research s 
programs, including the requirements i 
for personnel and funding; and _ ! 

■ Sixth, consider existing and potential 
methods to assure rapid disse mina tion i 
and Informed review of fin din gs made in ; 
research conducted or supported under i 
such Federal research program. . ■ « 

Each Federal agency which adminis- i 
tars a program of research on the bio- 
logical effects of Ionizing radiation shall 
cooperate with the Secretary, and with 
any- entity assisting the Secretary in his 
review, to enable the Secretary to con- 
duct the l ..view. 

It is our intention that the Secretary 
conduct the independent scientific peer 
review and program management revriw 
of federally supported radiation re- 
search by contract - with the National 
Academy of Sciences. This contractual 
relationship, oi course, assumes that 
terms of the study, its conduct and its 
fina ncing, can be agreed upon by NAS 
and the Secretary. If such contractual 
relationship cannot be arranged with 
the NAS, the Secrotary shall enter into 
a similar arrangement with another ap- 
propriate public or nonprofit private en- 
tity. •- •' -'r 

The National 'Academy is the pre- 
ferred agency to conduct the scientific 
peer-review and the management review 
■beca us e of the clear need for totally in- 
dependent review. The Secretary there-: 
fore must assure' the contract provides 
for a full., independent review carried 
out hy carefully selected personnel and 
conducted in such a way as to assure 
the integrity and balance of the report. 

We woulc expect that the House Com- 
merce Committee and the House Science 
and Technology Committee will be ad- 
■ vised and consulted by the Secretary on. 

- a regular basis during the development 
> of the study proposal, negotiation s on 
t contract arrangements, and the conduct 
*■ of the review, 

5 In his arrangements with NAS, the 
1 Secretary would be expected to specify 
‘ the departments and agencies whose re- 
• search*" programs are to be included in 
-. the scientific and management review. 

It cer tain ly is expected that the review 
f[ -^31 include all research on the biologi- 
t cal effects of ionizing radiation within 

- the Departments of Energy. Defense, 

. and Health, Education, and Welfare, as 

-. well as within the Environmental Pro- 
tection Agency and the. Nuclear Regula- 


I salute the work of the Senate spon- 
sors of S. 2584, “The Nuclear Regula- 
tory Commission authorizations for fis- 
cal year 1979", requiring an assessment 
of the research needs of radiation regu- 
latory .agencies. We expect the HEW/ 
NAS review under this provision to take 
into consideration and critically evalu- 
ate the research needs assessment and 
study plan to be produced as a result of 
the implementation of S. 2581. 

It is expected that all agencies and de- 
partmer s will extend full cooperation to 
the Secretary ta his conduct of this re- 
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